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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

January 30,2018

Ms. Katie Woodall, Agent

Rotam Agrochemical Company Ltd.
c/o Wagner Regulatory Associates, Inc.
P.O Box 640

7217 Lancaster Pike, Suite A
Hockessin. DE 19707

Subject: CSF Notification per PRN 98-10 — Updated Basic CSF to add additional
producers
Product Name: Oxamyl 42% SL
EPA Registration Number: 83100-52
Application Date: October 17. 2017
Decision Number: 536040

Dear Ms. Woodall:

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10. The Registration Division (RD) has conducted a review of this
request for its applicability under PRN 98-10 and finds that the actions requested fall within the
scope of PRN 98-10. The CSFs submitted with your application have been stamped
“Notification™ and placed in our files.

Please note that the record for this product currently contains the following CSF:
- Basic CSF dated 10/17/2017
Any CSFs other than those listed above are superseded/no longer valid. If you have any

questions, please contact Carlyn Petrella at 703-347-0439 or by email at
petrella.carlvni@epa.goy.

Sincerely,

Michael Walsh

Product Manger 11

Invertebrate & Vertebrate Branch 2
Office of Pesticide Programs



*Product ingredient source information may be entitled to confidential treatment*

Petrella, Carlyn

From: Kt Woodall <ktwoodall@wagnerreg.com>
Sent: Tuesday, January 30, 2018 8:07 AM

To: Petrella, Carlyn; Matusik, Anthony

Cc: Anna Armstrong; Walsh, Michael
Subject: RE: Notification 83100-52

Importance: High

Good morning Carlyn — The below was pulled by Mr. Matuski last week.

Please let me know if anything further is need from our end to resolve this issue.
Warmest regards,

M~ o \ALrmAl 21

Wagner Regulatory Associates, inc

ancaster Pike, Sulte £

KtWoodall@wagnerreg.com

katie@wagnerreg.cam

This email und anv files ransmitted with it are confidential and ntended solzlv for the wse of fhe mdvidual or enlitv to whom thev are addressed. If vou huve recerved this email in et
and s intended onlv for the indrvidual named. [fvou are not the named uddressee vou should not disseminate. distribute or com this e-mail. Please nonfv the sender immediately
system If vou are not the wtended recipient you are notified that disclosing, copying distributing or taking any action in reltance on the contents of this information is stricely prok

From: Petrella, Carlyn [mailto:Petrella.Carlyn@epa.gov]

Sent: Monday, January 29, 2018 9:10 AM

To: Kt Woodall <ktwoodall@wagnerreg.com>

Cc: Anna Armstrong <Anna@wagnerreg.com>; Walsh, Michael <Walsh.Michael@epa.gov>
Subject: RE: Notification 83100-52

Hi Katie.

Establishment numbers are issued and maintained by the EPA region where the establishment is located. There is also a
contact number for foreign establishments. Please see the below link for the contact information.

t*ttps:/[www.epa.gov/compliance/pcsticide-establishmcnt~regislratiorl~and-reportmgcontactﬁ




*Product ingredient source information may be entitled to confidential treatment*

Please let me know if you have a1 . .ther questions.
Thank you,

Carlyn

From: Kt Woodall [mailto:ktwoodall@wagnerreg.com]

Sent: Friday, January 26, 2018 7:32 AM

To: Petrella, Carlyn <Petrella.Carlyn@epa.gov>

Cc: Anna Armstrong <Anna@wagnerreg.com>; Walsh, Michael <Walsh.Michael@epa.gov>
Subject: RE: Notification 83100-52

Importance: High

Good Morning Carlyn —I've touched base with Rotam to see if they have any insight.-is going to reach out to their
US agent, as they've submitted their production reports.

Is there someone | can call on your end to confirm? Thinking they may have been inadvertently omitted from the list.
Thanks again for all your time,

) e g |
keptle Woortall

Wagner Regulatory Assaciates, Inc.
7217 Lancaster Pike, Suite A

Hockessin, DE 18707
KtWoodall@wapnerreg.com
Katle@wagnerreg.com

From: Petrella, Carlyn [mailto:Petrellza.Carlyn@epa.gov]
Sent: Thursday, January 25, 2018 12:44 PM

To: Kt Woodall <ktwoodall@wagnerreg.com>

Cc: Anna Armstrong <Anna@wagnerreg.com>

Subject: RE: Notification 83100-52

Hi Katie.

Thank you for the information. Because ||l is not on 2 currently approved establishment list, this
production facility will have to be removed from the CSF notification before it can be approved.

If you so choose, you may submit an updated CSF to me via email with the facility removed. But please be aware, we
cannot guarantee the security of our email system when CBI is sent. If you are comfortable, you can send me the CSF
password protected, with the password in a separate email. You can also submit the correction via the portal. Please
reference the current decision number, 536040 in any resubmission. Please put the current date on any resubmitted
CSF.

Please let me know if you have any questions.
Thank you,

Carlyn
703-347-0439

From: Kt Woodall [mailto:kiwoodall@wagnerreg.com]
Sent: Wednesday, January 24, 2018 8:38 AM




*Product ingredient source information may be entitled to confidential treatment*

To: Petrella, Carlyn <Petrella.Cari, _Jepa.gov>
Cc: Anna Armstrong <Anna@wagnerreg.com>
Subject: RE: Notification 83100-52

Good merning Carlyn —

Thank you for all your help. After doing some digging, it looks as though—was listed on the previous
Establishment List (Row #9781, dated March 2017), however not listed on the most recent December list...

Please let me know if there is anything further need from my side.
Warmest regards,

K atle \AWond ol

Wagner Regulatery Associates, Inc
1217 Lancaster Pike, Suite A

Hockessin, DE 19707
KtWoodall@wagnerreg.com
katie@wagnerreg.com

This emar and any files ransmitied with it are confidennal and intended solelv for the use of the individual or entitv to whom thev are addressed 1 vau have recerved this ematl in ¢
and 1s intened onlv for the individual named. 1Tvou are not the named uddressee vau should not dissemmmate. distribute or cony this e-mail Please notifv the sender immediutely
svstem f you are not the mtended recipient vou are notified that disclosing, copying, distributing or taking any action in relience on the contents of this information is strictly proh

From: Petrella, Carlyn [mailto:Petrella.Carlyn@epa.gov]
Sent: Tuesday, January 23, 2018 3:54 PM

To: Kt Woodall <ktwoodall@wagnerreg.com>

Subject: Notification 83100-52

Hi Kt.

''m working on your CSF notification for 83100-52, and the EPA Establishment Number listed forjjj s not
showing up on our list of approved establishments.

Can you please confirm the establishment number and address are correct for_
Feel free to give me a call if you would like to discuss further.

Thank you,

Carlyn

R R T T T T b g R g ap ey
Carlyn Petrella

Biologist

Invertebrate & Vertebrate Branch 2
Office of Pesticide Programs

U.S Environmental Protection Agency
lel: 703-347-0439









*Product ingredient source information may be entitled to confidential treatment*

Form approved. OMB No. 2070-0060, 2070-0057. .. 0-0107, 2070-0122, 2070-0164

<EPA

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’s Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number

: 00-52
Rotam Agrochemical Company Ltd. 53t

c/o Wagner Regulatory Associates, Inc. Product Name
P.O. Box 640, 7217 Lancaster Pike, Suitc A Oxamyl 42% SL

Hockessin, DE 19707
2 e ( Date of Confidential Statement of Formula (EPA Form 8570-4)

10/17/2017

As an authorized representative of the applicant for registration of the product identified above, | cerfify that:
(1) This product contains the following activa ingredient(s):

Oxamy!

} Ofthese, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:

/| (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.

That formula statement indicales, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1)

OR

~1 (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an

accurate and contains the information required on the current CSF

(4) The following active ingredients in this product qualify for the formulator's exemption

Source

Aclive Ingredient Product Name

Oxu”]y' _

Registrition Namber

!
Signature / Name and Title Date
0 DQ/&- Katic Woodall - Agent 10/17/2017

Copy 1— EPA
Copy 2 - Applicant copy

EPA Form 857027 (Rev. 06-2004)




Rotam Agrochemical Co. Ltd. [:o%m
—

May 23, 2017

To:  Whom it May Concern

Re: ROTAM AGROCHEMICAL COMPANY LIMITED (Firm Number: 83100)

This letter serves as notification that ROTAM AGROCHEMICAL COMPANY
LIMITED has appointed Wagner Regulatory Associates, Inc. (WRA, Inc.) to serve as
the Agent on our company’s behalf regarding state and/or federal regulatory matters as
determined by ROTAM AGROCHEMICAL COMPANY LIMITED. The following
employees of Wagner Regulatory Associates, Inc. are authorized to act on our behalf:

James Wagner Cheryl Wagner

Email: james@wagnerreg.com Email: cheryl@wagnerreg.com
Phone: 302-635-7290 Phone: 302-635-7289

Anna Armstrong Barbarette Young-Henry

Email: anna@wagnerreg.com Email: barbarette(@wagnerreg.com
Phone: 302-510-0039 Phone: 302-635-7279

Carrie Nolan Kt Woodall

Email: carrie@wagnerreg.com Email: ktwoodall@wagnerreg.com
Phone: 302-635-7632 Phone; 302-635-7283

Catherine Parmeter
Email: Catherine(@wagnerreg.com

Phone: 410-920-8756

Correspondence can be addressed to any of the above employees at:

Wagner Regulatory Associates
P. O. Box 640
Hockessin, DE 19707-0640

Correspondence Address: 26/F, E-Trade Plaza, 24 Lee Chung Street, Chai Wen, Hong Keng
Registered Office: Unit &, 268/F Trend Centre, 29 Cheung Lee Street, Cha: Wan, Hong Kong
Tel: (852) 2896 0662 Fax: (852) 2558 6577 contact{@rolam.com  www.rolam.com

10



Rotam Agrochemical Co. Ltd. GO?A;J
e

_

Thank you for your time and assistance. Please feel free to contact Wagner Regulatory
Associates should you have any questions.

Respectfully submitted,

Head of Research, Development and Registration Division
ROTAM AGROCHEMICAL COMPANY LIMITED

Tel: 86-512-5790 3076

Fax: 86-512-5771 8692

Email: yifanwu@rotam.com

cc: WRA, Inc.

Correspondence Address: 26/F, E-Trade Plaza, 24 Lee Chung Street, Chai Wan, Hong Kong
Registered Olfice: Unit 6, 26/F Trend Centre, 29 Cheung Lee Street, Char Wan, Heng Kong
Tel: (852) 2896 0662 Fax: (852) 2558 6577 contact@rotam.cam  www.rotam.com

11
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A UNITE. STATES ENVIRONMENTAL PRO1 .TION AGENCY
WASHINGTON, DC 20460

DFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

NOTE TO FILE

Date of Registration: October 6, 2017

Registration Number: 83100-52

Decision Number: 523786

PM/Reviewer Name: Michael Walsh (PM) / Carlyn Petrella (Reviewer)

Background

Data Compensation Concerns — DuPont contacted RD to express their concern that
Rotam had submitted applications for new oxamyl products. Rotam also has submitted
applications for a new MUP and two new end-use products. At the time, DuPont had
not been offered any type of compensation, which they believe is due to them for reg
review data. IVB2 met with OGC to discuss the new Rotam applications and issues with
data compensation. In a written response, OGC indicated that VB2 can contact Rotam
to ask for verification that an offer was made to and received by DuPont. Rotam
provided their cite-all Offer to Pay letters sent to the oxamyl contacts listed on the
Pesticide Data Submitter’s List.

Labelling Issues

First Aid Box — There was significant discussion regarding the contents of the First Aid
box because this product is fatal if swallowed and may be fatal if inhaled. The IF
SWALLOWED statements appearing in the First Aid box are identical to the language
appearing on the cited product. The Acute Toxicology review for this product
recommended language that differs from what appears on the approved label, which is
based on the Label Review Manual. Ultimately, the Branch reached the conclusion that
DuPont is a good product steward, and that the IF SWALLOWED language appearing on
their label that directs users to consume 1-2 glasses of water and induce vomiting could
result in a lifesaving outcome in the event of an emergency.

Referencing to First Aid Statements — Category | products require the First Aid
information to be on the front panel of the container and visible at the time of sale. The
information may also appear in a booklet, but it must be on the front panel of the label.
Registrant added a note that all First Aid will appear on the front panel.

Respirator Language — This language was updated per current standards and confirmed
as accurate by a member of the Respirator Workgroup.

14



\?\\‘ED 574?5;? US ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issunnce:
T_)L Office of Pesticide Programs
E?J Registration Division (7505P) 83 100-52 ] 0/06” -?
1200) Pennsylvania Ave , N W
Washington, D C 20460

NOTICE OF PESTICIDE:
_X_Registration %
___Reregistration Conditional

Term of Issuance:

{under FIFRA. as amended)
Name of Pesticide Product:

Oxamyl 42% SL

Name and Address of Registrant (include ZIP Code):

James Wagner, Agent

Rotam Limited

c/o Wagner Regulatory Associates
PO Box 640

7217 Lancaster Pike. Suite A
Hockessin, Delaware 19707

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the

Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the above EPA registration number,

On the basis of information furnished by the registrant. the above named pesticide is hereby registered
under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. In order to protect health and the environment, the Administrator, on his motion. may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any
name in connection with the registration of a product under this Act is not to be construed as giving the
registrant a right to exclusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(A). You must comply
with the following conditions:

I Submit and/or cite all data required for registration/reregistration/registration review of your
product under FIFRA when the Agency requires all registrants of similar products to submit such
data.

Signature of Approving Official:
Diate:

10/06/17
Michael Walsh, Product Manager 1 |
Invertebrate & Vertebrate Branch #2
Registration Division (7505P)

EPA Form 8370-6

15



Page 2 of 2
EPA Reg. No. 83100-52
Decision No. 523786

(3]

You are required to comply with the data requirements described in the DCI identified below:
a. Oxamyl GDCI-103801
You must comply with all of the data requirements within the established deadlines. If you have

questions about the Generic DCI listed above. you may contact the Chemical Review Manager in
the Pesticide Reevaluation Division: hitp:/iaspub.cpa.cov/apex/pesticides/T?p=chemicalsearch: |

L

Make the following label changes before you release the product for shipment:
* Revise the EPA Registration Number to read, “EPA Reg. No. 83100-52."

4. Submit one copy of the final printed label for the record before you release the product for
shipment.

Should you wish to add/retain a reference to the company’s website on your label, then please be aware
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is
subject to review by the Agency. If the website is false or misleading, the product would be misbranded
and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 CFR 156.10(a)(5) list examples
of statements EPA may consider false or misleading. In addition, regardless of whether a website is
referenced on your product’s label, claims made on the website may not substantially differ from those
claims approved through the registration process. Therefore, should the Agency find or if it is brought to
our attention that a website contains false or misleading statements or claims substantially differing from
the EPA approved registration, the website will be referred to the EPA’s Office of Enforcement and
Compliance.

If you fail to satisfy these data requirements, EPA will consider appropriate regulatory action including,
among other things, cancellation under FIFRA section 6(e). Your release for shipment of the product
constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records.
Please also note that the record for this product currently contains the following CSFs:

* Basic CSF dated November 21. 2016

If you have any questions, please contact Carlyn Petrella by phone at 703-347-0439, or via email at
petrella.carlyniziepa.coy.,

Enclosure

16



83100-LE.20161121.V6 Rotam Agrochemical Co. Ltd.
Oxamyl 42% SL - Draft Label
Page 10f 17

RESTRICTED USE PESTICIDE
Due to Acute Toxicity to Humans And Toxicity to Birds and Mammals.
For retail sale to and use only by Certified Applicators or persons under their direct supervision and only for those
uses covered by the Certified Applicator's certification.

[ GROUP |ETM INSECTICIDE

Oxamyl 42% SL

INSECTICIDE/NEMATICIDE
A water soluble liquid (SL) - 1 gal. contains 3.77 Ibs. Active Ingredient.
ACTIVE INGREDIENT: BY WT.
Oxamyl
Methyl N'N'-dimethyl-N-[{methylcarbamoyl)oxy]-1-thiooXamimidate, ... wrrrerresessensesseseess 42.0%
OTHER INGREDIENTS:
T L o s s e P e o R A T e iy oy oo 2

Contains Methanol

KEEP OUT OF REACH OF CHILDREN

DANGER/PELIGRO LCCERTED
10!06!201?
r’q’amcﬁz
POISON/VENENO

Si usted no entiende la etiquette, busque a alguien para que se la explique a usted detalle.
(If you do not understand the label, find scmeone to explain it to you in detail.)

FIRST AID
Contains an N-methyl carbamate that inhibits cholinesterase.

Call a poison control center or doctor immediately for treatment advice.
Drink 1 or 2 glasses of water and induce vomiting by touching back of throat with finger.
Do not induce vomiting or give anything by mouth to an unconscious person.
Move person to fresh air.
If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably by mouth-
to-mouth, if possible.
Call a poison control center or doctor for further treatment advice.
Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.
Hold eye open and rinse slowly and gently with water for 15-20 minutes.
* Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.

Call a poison control center or doctar for treatment advice.

ATROPINE IS AN ANTIDOTE: SEEK MEDICAL ATTENTION AT ONCE IN ALL CASES OF SUSPECTED POISONING

If symptoms appear (see SYMPTOMS), get medical attention.

SYMPTOMS: Oxamyl poisoning produces effects associated with anticholinesterase activity which may include weakness, blurred
vision, headache, nausea, abdominal cramps, discomfort in the chest, constriction of pupils, sweating, slow pulse, muscle tremors.
NOTE TO PHYSICIAN
TREATMENT: Atropine sulfate should be used for treatment. Administer repeated doses, 1.2 to 2.0 mg intravenously every 10 to
30 minutes until full atropinization is achieved. Maintain atropinization until the patient recovers. Artificial respiration or oxygen
may be necessary, Allow no further exposure to any cholinesterase inhibitor until recovery is assured. Do not use 2-PAM for
exposure to Oxamyl 42% SL alone. However, for exposure ta caombinations of Oxamyl 42% SL and organophosphorous insecticides,

2-PAM may be used as required to supplement the atropine sulfate treatment. Do not use morphine.
HOT LINE NUMBER
Have the product container or label with you when calling a poison control center or doctor, or going for treatment. For 24-Hour
Medical Emergency Assistance (Human or Animal), call; 1-800-222-1222. For Chemical Emergency Assistance (Spill, Leak, Fire, or
Accident), call CHEMTREC: 1-800-424-9300.
[{Note to PM: The First Aid box will appear on the front panel as required.) See inside booklet for additional [complete] Precautionary
Statements and Directions For Use.]

IF SWALLOWED:

IF INHALED:

IF ON SKIN OR
CLOTHING:

IF IN EYES:

Manufactured For: EPA Reg. No.: 83100-LE
Rotam Agrochemical Co. Ltd. EPA Est. No.:

26/F, E-Trade Plaza

24 Lee Chung Street Net Contents: 17

Chai Wan, Hong Kong
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Walsh, Michael

From: Fitz, Nancy

Sent: Wednesday, September 27, 2017 10:35 AM
To: Petrella, Carlyn

Cec: Walsh, Michael

Subject: RE: Respirator Guidance Needed

Hi Carlyn,

This language is really close to the current version of the respirator language! The revisions are shown in red:

Wear a minimum of an elastomeric half face NIOSH approved respirator with a/ organic vapor (OV) cartridges and with
a combination R or P filter wiRa-NOSHspproval-numberprefix (TC-84A); or a NIOSH approved gas mask with an OV
canister with-MOSH=pproval-numberprefix (TC-14G); or a NIOSH approved powered air purifying respirator with an
ergafieveser{0V] cartridge and combination HE filter with-a-NOSH-2ppreval-numberprefix (TC-23C).

The substance is the same but it's actually a bit shorter!

Nancy Fitz

Office of Pesticide Programs

U.S. Environmental Protection Agency

phone: 703-305-7385

email: fitz.nancy@epa.gov

web site: http://www.epa.gov/pesticides/regulating/containers.htm

From: Petrella, Carlyn

Sent: Wednesday, September 27, 2017 9:54 AM
To: Fitz, Nancy <Fitz.Nancy@epa.gov>

Cc: Walsh, Michael <Walsh.Michael@epa.gov>
Subject: Respirator Guidance Needed

Hi Nancy.

| have a respirator question. | normally would B0 to Venus Eagle with this, but she is out of the office for the next two
weeks. | hope this is not a difficult question.

| have two new 42% Oxamyl products. They have the signal word “Danger” and can be fatal if inhaled. The Acute Tox
review has the following respirator language recommendation:

“Wear a NIOSH approved respirator with an organic vapor (OV) cartridge with a combination R or P filter with a
NIOSH approval number prefix TC-84A; or a NIOSH approved gas mask with a canister with NIOSH approval number
prefix TC-14G; or a powered air purifying respirator with organic vapor (OV) cartridge and combination HE filter with a
NIOSH approval number prefix TC-23C. “

Is this respirator language in line with the new guidance? We just want to make sure we are registering these new
products with the proper respirator.

Thank you for your time,

Carlyn
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DP BARCODE No.: D437750; FILE SYMBOL No.: 83100-LE; PRODUCT NAME: Oxamyl 42% SL;
DECISION No :523786; PC Code(s): 103801; ACTION CODE: R333.2; FOOD Use: Yes:

“"lusr&‘

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20460

OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

FEE OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505F)

DOCUMENT CONTAINS CONFIDENTIAL BUSINESS INFORMATION

1

COMPANY: Rotam Agrochemical Company Ltd.

DATE OUT.  February 21, 2017
SUBJECT: End Use Product Chemistry Review
Product Name: Oxamyl 42% SL k\)\-/ﬁ— ,}\
FROM: Shyam Mathur, Ph.D %//\Q'VM\/ G2 alf ! JL
Chemistry Team Leader \ -
Chemistry, Inerts & Toxicology Assessment Branch (CITAB) /RD (7505P)
TO: Carlyn Petrella / Richard Gebken, RM 11: 1-V Branch 2 / RD (7505P)
INTRODUCTION:

Wagner Regulatory Associated Incorporation on behalf of Rotam Agrochemical Co., Ltd., Limited has

submitted anapplication for the registration of the end use use product “Oxamyl 42% SL" The
end use product contains new active ingredient Oxamy! “ which is undergoing
process of registration with the Agency. In support of the registration application for the end use product, the

registrant has submitted a CSF for basic formulation dated November 21,2016, a
& group B product chemistry data with MRID No(s).
claimed that the proposed product is substantiall

chemistry data and also determine similarity to the cited product.

SUMMARY OF FINDINGS:

1. Name of Active Ingredient(s): Oxamyl (42.0%)

2. Has the registrant claimed substantial similarity to a registered product?

[X] Yes; [ ] No; [ 1 NA; if yes give the registration number of the cited product.

EPA Reg. No: 352-532

3. All of the source materials of the active ingredient are derived from registered sources- [ ] Yes [X] No
Note: The source of the Al oxamyl_is undergoing process of registration

with the Agency.

4. Allinert ingredients have been screened by CITAB (Inert group) and found to be approved for the
proposed labeled uses.

nd the supporting group A
50108501 to 50108503 & 50108510. The registrant has
y similar to the registered product with Reg. No. 352-532.

CITAB has been asked to determine the acceptability of the proposed basic CSF and the supporting product

LJuswieal) |eljuapiuod 0} pafilua aq Aew uolewIoul 92In0s jualpalbul Jonpoid,
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*Product ingredient source information may be entitled to confidential treatment*

DP BARCODE No.: D437750; FILE SYMBOL No.: 83100-LE; PRODUCT NAME: Oxamyl 42% SL.
DECISION No.:523786; PC Code(s): 103801; ACTION CODE: R333.2, FOOD Use_Yes:

COMPANY: Rotam Agrochemical Company Ltd.
CONCLUSIONS:

Note: The registration of the proposed product is subject to the approval of the registration application of the
source of m“ which is under process of registration.

CITAB has reviewed the product chemistry data submitted for the end-use product and has concluded that:

A. Substantial similarity to the cited product (Reg. No. 352-532 ) from Product chemistry view
point
[ ] Similar
[X] Not similar, give reasons: The proposed product contains methanol & other ingredients which are
not present in the cited product. The presence of MeOH will result in the difference in the product
label language for the two products.
[ ] Identical
[ ] Not identical
[ ] Not applicable

B. Confidential Statement of formula

1. Basic CSF (dated: 11-21-2016)
[X] Acceptable

[ ] Not Acceptable:

[ 1 Not Applicable

2. Alternate CSF (dated:-—---)
[ ] Acceptable

[ ] Not Acceptable:

[X] Not Applicable

C. Group A Product Chemistry Data

[X] Acceptable

[ ] Acceptable with the exception of the guideline;
[ ] Not acceptable

[ ] Not required

[ ] Data cited

D. Group B Product chemistry data

[X] Acceptable

[ ] Not acceptable

[ ] Acceptable with the exception of the following guidelines:
[ 1 Not required

[ ] Data cited

E. Product Label/Draft Label: Recommendations — Yes [x]: No[]
Note to PM: Since the product was found to be incompatible with oxidizing & reducing agents, the
registrant is recommended to add the following statement under Physical-Chemical Hazards on the
product label:
“Do not mix or allow coming in contact with oxidizing agent or reducing agents. Hazardous Chemical
reaction may occur”
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
J WASHINGTON, D.C. 20460

e OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (75051P)

DP BARCODE No.: D437750; FILE SYMBOL No.: 83100-LE (screen): PRODUCT NAME: Oxamyl 42% SL;
DECISION No.:523786; PC Code(s): 103801; ACTION CODE: R333.2; FOOD Use: Yes

DATE OUT: February 13, 2017

SUBJECT: 45/90 day screen results for end use product: “Oxamyl 42% SL"
FROM: Shyam Mathur, Chemistry Team Leader, CITAB / RD (7505P)

TO: Carlyn Petrella / Richard Gebken, RM 11, I-V Branch 2 / RD (7505P)
Company Name: Rotam Agrochemical Company Limited

Active Ingredient(s): Oxamyl (42%)

MRID No(s).: 50108501 to 50108503 and 50108510

CONCLUSION:

Deficiencies: No
(if there are deficiencies they are indicated below each heading as Note 1, Note 2 Etc)

Group A: All required data submitted

Group B: All required data submitted,

CSF: Proposed Basic CSF (dated 11-21-2016) submitted

DRAFT PRODUCT LABEL: Submitted

1. Since the product was found to be incompatible with oxidizing & Reducing agents. The registrant is
recommended to add the following statement under Physical-Chemical Hazards on the product label:

“Do not mix or allow coming in contact with oxidizing and reducing agents. Hazardous Chemical reaction may
occur

Note to PM: If the deficiencies are found in the screen results, please inform the registrant and
bring back to the author of this report the corrected deficiencies in response to 10 day letter. The
corrected deficiencies will be attached to the original bean, if the data package is still in CITAB.
New Bean is required in case the bean has been closed by CITAB. Thank you.
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e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i WASHINGTON, D.C. 20460

ﬂ{,‘ﬂu L‘".l",l.l‘:} .
¥ agena

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

r—
(%}

4 K
1t prote”
OFFICE OF PESTICIDE PROGRAMS
REGISTRATION DIVISION (750517)

March 9. 2017

MEMORANDUM:
Subject: Name of Pesticide Product: OXAMYL 42% SL

EPA Reg. No. /File Symbol: 83100-LE

DP Barcode: DP 437751

Decision No.: 523786

Action Code: R333.2

Submission: #995292

E-Sub. #15621

PC Code: 103801 (Oxamyl: 42%)

T s

From: Byron T. Backus, Ph.D.. Toxicologist ﬂ

CITAB _,c., T, L=t

M e J

Registration Division (7505P)

Through: P.V. Shah. Ph.D.. Branch Chiet
CITAB T \
AP

Registration Division (7505P)

To: Carlyn Petrella / Richard Gebken, RM 11
IVB2
Registration Division (7505P)

Registrant:  ROTAM AGROCHEMICAL COMPANY. LTD.

FORMULATION FROM PROPOSED LABEL:
Active Ingredient(s): by wt.
103801 Oxamyl
Methyl NN -dimethyl-N-[(methylcarbamoyl)oxy]-1-thiooxamimidate 42.0%
Other Ingredients: 58.0%
TOTAL 100.0%

ACTION REQUESTED: "ASSOCIATED ACTIONS: 81598-RT (PARENT): 81598-RA:
83100-LG... CITAB Acute Toxicology: Please note that this new end-use product is linked to

1
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& Decision Information for 83100-LE = [@ [

Decision Seq: 523786 Action Code: r333.2,NEW PRODUCT;:MUP OR END USE PRODUCT WITH uu_F] D

Decision Status J

(
FFS Start Date: 13-Dec-2016 Tentative Ind:  No (Start/Stop Clock | FQPA Clock: | Tracking r
Due Date:  13-Oct-2017 75-Day Due Date: Days Elapsed: | Create Resu bmission _|
OPP Target Due Date- 21-Day Due Date: 13-Dec-2016  FFS Original Decision- [l | FFS Letters |
Negotiated Due Date: 16-Oct-2017 90-Day Due Date:  13-Mar-2017 i
Registrant Response ] Predecisional 5. 0cq.2017 N s B | Action Cade History |
Due Date: et ) Due Date: | Secondary Decision 'l
Current Status: PENDING (28-Nov-2016) Bundle ID: BI-10349 IJ Decision Bundle ]
75 Day Letters ‘ Ed45/90 Day_ __Sc_:_r_een | Pn’rrEry E)_ecisinns Deci;_ion I\Eilaslune
Q_:FFS Negot:atic_ll:lue D_sﬁes! l DPF' Targe_t }_Z}u_e_Date | : Decis_ia_r! Camments | & —'; ment [ K I= Pz ment |
BDecisj_nn Ownership = Receipts ;ﬁ[_}ata Package I: Reduced Risk | = Mee_ti_n;s & Milestones | @ FFS Information =
Receipts | Staff Member , | Reg/DCI Number |Suguissian$y§£lj Response |

[T s99522  _av2 TV [...| 83100LE (J60ct207__PENDING |

Mew oxamy| end-use product. Associated with new oxamyl products 81598-RT 81598-RA. and 83100-LG.

Viewing Record 1 of 1




Please read instructions on reverse before completing form.

Form Approved. Cwid No. 2070-0080, Approval expires 05-31-98

<EPA

United States
Environmental Protection Agency

Washington, DC 20460

v

Registration | OPP Identifier Number

Amendment

Other

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Classification

83100-XX

Richard Gebken

4, Company/Product (Name)

Rotam Agrochemical Company Ltd. / Oxamyl 42% SL

PIVi#
Product Manager Team 10

None

Restricted

5. Name and Address of Applicant (Include Zip Code)

Rotam Agrochemical Company Lid.

c/o Wagner Regulatory Associates, Inc.
P.O. Box 640, 7217 Lancaster Pike, Suite A
Hockessin, DE 19707

(| Check if this is a new address

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(1), my product is similar or identical in composition and labeling
to:
EPA Reg. No.: 352-532

Product Name: DuPont Vydate C-LV Insecticide/Nematicide

Section - I

El Amendment - Explain below.

D Resubmission in response to Agency letter dated

D Notification - Explain below.

D Final printed labels in response to
Agency letter dated
m “Me Toao" Application.

| Other - Explain below.

Explanation: Use additional page(s) if necessary. (For Section | and Section 11.)

Section_ -

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging

Water Soluble Packaging | 2. Type of Container

Yes” Yes Yes Metal
X | No X | No X | No X Plastic
If“Yes" No. per If “Yes" No. per Glass
* Certification must Unit Packaging wi. container | Package wt container Paper
be submitted | Other (Specify) HDPE lined bags

3. Location of Net Contents Information

w

4. Size(s) Retail Container . Location of Label Directions

Label |:] Container 2x 2.5 gal; bulk On Label
X | On Labeling accompanying product
6 Manner in Which Label is Affixed to Product Lithograph E Other
X | Paper glued
Stenciled
Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, lo process this application.)

Name Title Telephone No. (Include Area Code)
Anna Armstrong Agent for Rotam Agrochemical Company Ltd. | (302) 510-0039
Certification 6. Date Application

| cerify that the statements | have made on this form and all attachments thereto are true, accurate and complele. Received

| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

under applicable law. (Stamped)
2. Signature 3. Title

D s e Agent for Rotam Agrochemical Company Ltd.

4. Typed Name } 5. Date

Anna Armstrong

November 21, 2016

This is a reproduction of EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.
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Submitted Electronically
November 21, 2016

AN D
Document Processing Desk (REGFEE) “ 1 s X
ATTN: Robert Gebken, Product Manager 10 Wagner Regulatory Associates. Inc
Registration Division P.O. Box 640 '
U.S. Environmental Protection Agency 7217 Lancaster Pike, Suite A
Office of Pesticide Programs (7504P) Hockessin, Delaware 19707

Room §-4900, One Potomac Yard
2777 South Crystal Drive
Arlington, Virginia 22202-4501

Dear Mr. Gebken,

Subject: Oxamyl 42% SL - Application to register a new end-use product containing the active
ingredient Oxamyl - PRIA R333.2

Wagner Regulatory Associates, Inc,, as agent for Rotam Agrochemical Co. Ltd. (EPA Co. Number 83100), is
requesting registration of the subject product.

Please note that this submission is a PRIA Secondary Application (R333.2) that is linked to a Primary
Application (R333) for “Oxamyl Technical”, and Secondary Applications (R333.2) for “Oxamyl 42% MUP
and “Oxamyl 24% SL". All four applications are being submitted simultaneously.

In support of this request, the following documents are attached:

e Letter from Rotam Agrochemical Co. Ltd. appointing WRA, Inc. as its agent
* Application for Pesticide Registration (8570-1)

Confidential Statement of Formula (8570-4)

Certification with Respect to Citation of Data (8570-34)

Formulator Exemption (8570-27)

Data Matrix (internal and public copies) (8570-35)

Draft labeling

Certification with Respect to Label Integrity

Data transmittal document

Product chemistry and acute toxicity data as listed in the transmittal document
* Acopy of the receipt confirming payment of the required registration fees.

*® & 9 ¢ ° @

This product application qualifies for PRIA Category R333.2. Rotam Agrochemical Co. Ltd. has submitted
payment to U.S.EPA in accordance with PRIA3 Fee Table in the amount of $5,301. Please do not hesitate
to contact me should you have any questions regarding this submission. Thank you in advance.

Respectfully submitted,

b 23
Anna Armstrong
Agent for Rotam Agrochemical Company Ltd,
Tel: 302-510-0039 email: anna@wagnerreg.com

Enclosures






Rotam Agrochemice. Co. Ltd. L:o?Am
"__

March 10, 2014

U.S. Environmental Protection Agency
Office of Pesticide Praograms (7505P)
One Potomac Yard

2777 South Crystal Drive

Arlingtan, VA 22202

Re: Designation of Agent

Dear Sir or Madam:

This letter serves as notification that ROTAM AGROCHEMICAL COMPANY LIMITED (Firm
Number: 83100) has appointed Wagner Regulatory Associates, Inc. (WRA, Inc.) to serve as its
Agent regarding all pesticide registration matters the company may have with the U.S.

Environmental Protection Agency (EPA).

ROTAM AGROCHEMICAL COMPANY LIMITED hereby authorizes EPA to contact any of the
following individuals within WRA, Inc. on behalf of the company:

James M. Wagner

Managing Director

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7290

Fax: (302) 635-7295

Email: james@wagnerreg.com

Kt Woodall

Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7283

Fax: (302) 635-7295

Email: Ktwoodall@wagnerreg.com

Barbarette Young-Henry
Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7279

Fax: (302) 635-7295

Email: Barbarette@wagnerreg.com

Cheryl R. Wagner

President

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7289

Fax: (302) 635-7295

Email: Cheryl@wagnerreg.com

Carrie Nolan

Regulatory Associate

Wagner Regulatory Associates, Inc.
P.O. Box 640

Hockessin, DE 19707

Telephone: (302) 635-7281

Fax: (302) 635-7295

Email: Carrie@wagnerreg.com



Rotam Agrochemica. Co. Ltd. Eoﬁm

r

_,__

Authorization to contact these staff members within WRA, Inc remains in effect until such time
that ROTAM AGROCHEMICAL COMPANY LIMITED provides notification in writing of any
changes.

Respectfully submitted,

CRR R

P GLET DY

Yifan Wu

Senior Vice President

Technical Development Department
Tel: 86-512-5790 3076

Fax: 86-512-5771 8692

Email: yifanwu@rotam.com

cc: WRA, Inc.



Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

United States
Environmental Protection Agency
Washington, DC 20460

Formulator’s Exemption Statement

(40 CFR 152.85)
Applicant's Name and Address EPA File Symbol/Registration Number
: 83100-XX
Rotam Agrochemical Company, Ltd.
c/o Wagner Regulatory Associates. Inc. Product Name
P.O. Box 640, 7217 Lancaster Pike. Suitec A Oxamyl 42% SL
HOCkessm' DE 19707 Date of Confidential Statement of Formula (EPA Form 8570-4)
11/21/2016

As an authorized representative of the applicant for registration of the product identified above, | certify that:

(1) This product contains the following active ingredient(s)

Oxamyl

(2) Ofthese, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3)

(3) Indicate by checking (A) or (B) below which paragraph applies:

71 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1).
OR

~1 (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption

Source

Active Ingredient Product Name Registration Number

Signature -~ K 7 Name and Title Date
\ S 3ucs
\/M\\»«Q/’V‘j\ Anna Armstrong- Agent for Rotam 11/21/2016

EPA Form 8570-27 (Rev. 06-2004) L _ 5 Copy 1 —EPA

Copy 2 - Applicant copy

*Product ingredient source information may be entitled to confidential treatment*












CILUUSAAAAAZULITLLILL VL Raotam Agrochemical Co. Ltd.
Oxamyl 42% SL - Draft Label
Page 10of 18

RESTRICTED USE PESTICIDE
Due to Acute Toxicity And Toxicity to Birds and Mammals.
For retail sale to and use only by Certified Applicators or persons under their direct supervision and only for those
uses covered by the Certified Applicator's certification.

. Grour [EYSIM INsECTICIDE

Oxamyl 42% SL

INSECTICIDE/NEMATICIDE
A water soluble liquid (SL) - 1 gal. contains 3.77 Ibs. Active Ingredient,

ACTIVE INGREDIENT: BY WT.
Oxamy!

Methyl N'N'-dimethyl-N-[(methylcarbamoyl)oxy]-1-thiooxamimidate..................
OTHER INGREDIENTS:

KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO

POISON/VENENO

Si usted no entiende la etiquette, busque a alguien para que se la explique a usted detalle.
(If you do not understand the label, find someone to explain it to you in detail.)

FIRST AID
Contains an N-methy| carbamate that inhibits cholinesterase.
IF SWALLOWED: * Call a poison control center or doctor immediately for treatment advice.
* Drink 1 or 2 glasses of water and induce vomiting by touching back of throat with finger.
Do not induce vomiting or give anything by mouth to an unconscious person.
Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
Call a poison control center or doctor for treatment advice.
Move person to fresh air.
If person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably by mouth-
to-mouth, if possible.
Call a poison control center or doctor for further treatment advice.
Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.
ATROPINE IS AN ANTIDOTE: SEEK MEDICAL ATTENTION AT ONCE IN ALL CASES OF SUSPECTED POISONING
If symptoms appear (see SYMPTOMS), get medical attention.

SYMPTOMS: Oxamyl poisoning produces effects associated with anticholinesterase activity which may include weakness, blurred
vision, headache, nausea, abdominal cramps, discomfort in the chest, constriction of pupils, sweating, slow pulse, muscle tremors.
NOTE TO PHYSICIAN
TREATMENT: Atropine sulfate should be used for treatment. Administer repeated doses, 1.2 to 2.0 mg intravenously every 10 to
30 minutes until full atropinization is achieved. Maintain atropinization until the patient recovers. Artificial respiration or oxygen
may be necessary. Allow no further exposure to any cholinesterase inhibitor until recovery is assured. Do not use 2-PAM for
exposure to Oxamyl 42% SL alone. However, for exposure to combinations of Oxamyl 42% SL and organophosphorous insecticides,

2-PAM may be used as required to supplement the atropine sulfate treatment. Do not use morphine.
HOT LINE NUMBER
Have the product container or label with you when calling a poison control center or doctor, or going for treatment. For 24-Hour
Medical Emergency Assistance (Human or Animal), call: 1-800-222-1222. For Chemical Emergency Assistance (Spill, Leak, Fire, or
Accident), call CHEMTREC: 1-800-424-9300.
[See inside booklet for additional [complete] [First Aid,] Precautionary Statements and Directions For Use.]

IF IN EYES:

IF INHALED:

IF ON SKIN OR
CLOTHING:

Manufactured For: EPA Reg. No.: 83100-XX
Rotam Agrochemical Co. Ltd. EPA Est. No.:

26/F, E-Trade Plaza

24 Lee Chung Street Net Contents:

Chai Wan, Hong Kong

























































UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average
ities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
n to: Director, OPPE Information Management Division (2137).

hours per response for reregistration and special review activ
burden estimate or any other aspect of this collection of info
U.S. Environmental Protection Agency, 401 M Street, S.W., W

rmation, including suggestions for reducing the burde
ashington DC 20460. Do not send the form to this address.

0.25 hours per response for registration activities and 0.25

DATA MATRIX

Date: November 21, 2016 EPA Reg No./ File Symbol: 83100-XX Page 1 of 2
Applicant's/Registrant's Name and Address: Rotam Agrochemical Company Lid. Product:
c/o Wagner Regulatory Associates Inc.
P.O. Box 640, 7217 Lancaster Pike, Suite A Oxamyl 42% SL
Hockessin, DE 19707
Ingredient: Rimsulfuron
Guideline Reference Guideline Study Name MRID Number | Submitter Status Note
Number
PRODUCT SPECIFIC
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Lid. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own |
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own I
Rotam Agrochemical Co. Ltd. Own
Rotam Agrochemical Co. Ltd. Own ]
Rotam Agrochemical Co. Ltd. Own |
o5, C
Date

Signature M'\ o Name and Title

Anna Armstrong, Agent for Rotam Agrochemical Co. Ltd.

November 21, 2016

EPA Form 8570-35 (9-97) Electronic and Paper vérsions available. Submit only Paper version.

Agency Internal Use Copy
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IFee for Servicel

198620927~

This package includes the following

® New Reg istration

~ Amendment

v Studies?

- volpay

% Reduction:

Receipt No.
EPA File Symbol/Reg. No.
Pin-Punch Date:

'Fee Waiver?

S-

for Division

“AD
“BPPD
*RD

Risk Mgr. [ 10

995292

83100-LE

11/22/2016

This item is NOT subject to FFS action.

Action Code:

Requested: |Rz22 ;
Granted: | ¢ 223
Amount Due: $ S.20| w %)

Inert Cleared for Intended Use

Reviewer: |  Kee

Parent/Child Decisions:

pocant: S$995323  gisas- RT

Foe ltl!Il:.'{i_..__f\' C_)(lc_[s-daiz t-: "3'!,(1[-' '\_i._-
S995320 ©3\0o- LG
S 965 7/7& §)579& - KA

Uncleared Inert in Product

Date: Il 23 2014

Remarks:










PRIA 3 —21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)
September 2012
21 Day Screen Start Date:  // =22 -/¢
Experts In-Processing Signature: 2.2 Date // ‘a?g ~/6 Fee Paid: Yes __L/
Division management contacted on issues No Yes Date

EPA Reg. Number: gj/ 00- (= EPA Receipt Date: //— 2 2 —/y

Items for Review Yes | No | N/A*

1 Application Form (EPA Form 8570-1) signed & complete including package
Lype /(
Confidential Statement of Formula all boxes completed, form signed, and /<

4 dated (EPA Form 8570-4)

a) All inerts, including fragrances, approved for the proposed 4 Ha
uses (see Footnote A) X

3 Certification with Respect to Citation of Data (EPA Form 8570-34) X
completed and signed (N/A if 100% repack)

Certificate and data matrix consistent )(
[fapplicant is relying on data that are compensable, is the offer f yes | no

lo pay statement included. (see Footnote B) '

If applicable, is there a letter of Authorization for exclusive use only.

4 Formulator’s Exemption Statement (EPA Form 8570-2 7) completed and -
signed (N/A if source is unregistered or applicant owns the technical) )(
Data Matrix (EPA Form 8570-35) both internal and external copies (PR 98-3) )(
completed and signed (N/A if 100% repack)

yes | no |
5 a) Selective Method (Fee category experts use) X
b) Cite-All (Fee category experts use)
¢) Applicant owns all data (Fee category experts use)

6 | 5 Copies of Label (Electronic labels on CD are encouraged and guidance is )(
available)

. Is the data package consistent with PR Notice 86-5 ><

¥ Notice of Filing included with petitions K




9 If applicable for conventional applications, reduced risk rationale

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10

Comments:
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*Pages 106-109 Confidential Statement of Formula may be entitled to confidential treatment*





